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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 11 December 2003 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) 13 Claim(s) 37-82 and 84 is/are pending in the application. 

4a) Of the above claim(s) 60-63. 79-82 and 84 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 37-59 and 64-78 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 06 November 2001 is/are: a)n accepted or b)S objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0. 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 3) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 
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2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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5) [D Notice of Informal Patent Application (PTO-152) 
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Claims 60-63, 79-82 and 84 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, there 
being no allowable generic or linking claim. Election was made without tra- 
verse in Paper No. 11. 

It is pointed out that applicant has not replied to the PTO-948 mailed 
11/17/03. Drawing corrections may no longer be held in abeyance. 

The previous objection to the specification for not containing a refer- 
ence to the continuity is hereby dropped. Applicant provided this informa- 
tion in the Application Data Sheet. After further consideration of the 
claims and specification, the following non-final rejection is deemed appro- 
priate . 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 37-59 are rejected under 35 U.S.C. 112, first paragraph, as con- 
taining subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the in- 
ventor (s), at the time the application was filed, had possession of the 
claimed invention and in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or 
use the invention. This is a combination written description and enablement 
rejection . 
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The specification teaches that aP antigens can be used to produce anti- 
aP antibodies in mice. It is teaches that anti-AP antibodies can be produced 
in Cynomolgus monkeys. The specification does not teach that p-amyloid epi- 
topes can be used to inhibit the formation of P-amyloid plagues and aggregates 
in the brain of humans. Although it is maintained by applicant that the Cy- 
nomologus monkey system ^'is highly relevant to human applications since the 
predicted amine acid sequence of p— amyloid in these primates is idsntical to 
humans, and their basic physiology and immunological systems closely approx- 
imate those which will be encountered in a clinical situation" (page 30, 
lines 17-21) , the only thing that the specification shows is that anti-AP 
antibodies can be made in this system using aP as an antigen, not that they 
can be used to inhibit the formation of P-amyloid plagues and aggregates in 
the brain of these monkeys. Therefore it is maintained that applicant was 
not in possession of the claimed invention at the time the application was 
filed and furthermore that applicant does not teach one of ordinary skill in 
the art how to make and/or use the claimed invention. 



The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in 
this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the 
invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis 
for all obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 64 and 76-78 are rejected under 35 U.S.C. 102(b) as being anti- 
cipated by Suzuki, et al . (A). This rejection is repeated for the reasons 
given in the last action. Applicants arguments have been carefully consid- 
ered but do not overcome the instant rejection^ 

Applicant states that they have changed the recitation to ^^human compa- 
tible adjuvant" and that Freund' s adjuvant taught in the instant reference i; 
too reactive to be used in humans, citing Vogel, et al . (U) . Although the 
reference states that ''Complete Freund' s adjuvant (CFA) is. ..too reactive to b* 
used clinically..., incomplete Freund' s adjuvant (IFA)...has been used in several 
vaccine formulations. ..and has been administered to more than a million 
people". Suzuki, et al . states in column 15, lines 46-47 that "Freund' s com- 
plete adjuvant or Freund' s incomplete adjuvant" was used. Therefore the ins- 
tant amendment does not affect the instant rejection. 

Claims 64-78 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Suzuki, et al . This rejection is repeated for the reasons given in the 
last action. Applicants arguments have been carefully considered but do not 
overcome the instant rejection. The Anderson reference has been dropped. 

Applicant argues that the reference "teaches away from the use of hu- 
man-compatible adjuvant... [and since] the relevant teaching of the cited refer- 
ence only relates to the production of monoclonal antibodies... [ that] requires 
the sacrifice of the immunized animal", the reference teaches away from the 
claims. The examiner does not agree. The instant claims require only ''a hu- 
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man compatible adjuvant formulation" not the production of antibodies in hu- 
mans. It is maintained that all of the other requirements of the instant 
claims are well known to one of ordinary skill in the art and/or would have 
been obvious, absent a convincing showing to the contrary. 

Claims 37-59 and 64-78 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schenk (AL) . The instant reference teaches that antibodies 
produced using AP42 as immunogen in mice reduced the cortical amyloid burden, 
reduced formation of aP deposits (pages 41-48), and the ''aPi_42 injections are 
highly effective in the prevention or deposition or clearance of human aP from 
brain tissue... [ and therefore] administration of Ap peptide has therapeutic ben- 
efit in prevention of AD [Alzheimer's disease]". The use of alum as adjuvant 
is mentioned on page 3, line 23 and in Tables 7 and 8. It is stated that the 
antigens ''include aP peptide itself and variants thereof, analogs an mimetic 
of Ap peptide that induce and/or crossreact with antibodies to the aP pep- 
tide", page 13, lines 29-32. Therefore the particular portion of aP that was 
used as antigen would have been a matter of design choice. 

It would have been obvious to on of ordinary skill in the art to use a 
P-amyloid epitope to inhibit the formation of P-amyloid plagues in a human 
from the teachings of the instant reference, absent convincing proof to the 
contrary. The vaccine composition of claims 64-78 would have been obvious in 
view of the teachings of the reference that alum, an adjuvant known to be 
useful in human, may be used. 

It is pointed out that although the instant reference only has 6 days 
priority on the instant application, it derives priority to two US provision- 
al application the were filed well before the priority date of the instant 
application . 
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Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Charles L. Patterson, Jr., PhD, whose 
telephone number is 571-272-0936. The examiner can normally be reached on 
Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy, can be reached on 571-272- 
0928, The fax phone number for the organization where this application or 
proceeding is assigned is 7 03-308-4242. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . 




Charlep L. Patterson, Jr. 
Primary Examiner 
Art Unit 1652 



Patterson 
February 23, 2004 



